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Toxic Substances,Environmental
ProtectionAgency.Rm.E—543.401 M St.,
SW., Washington,D.C. 20460,Toll free:
(800-424—9065).In Washington.D.C.;
(554—1404).Outside the USA:
(Operator—202—554—1404).
SUPPLEMENTARY INPORMATJON.

I. Background

40 CFR Part773

(OPTS-42055TSH 2571-4]

Dichioromethane; Decision To
Withdrawa Proposed Rule
AGENCY: EnvironmentalProtection
Agency(EPA).
ACTION: Proposedrule; withdrawaL

SUMMARY In theFederalRegisterof
June5.1981 (46 FR 30300).EPAproposed
the testing of dichioromethane.
nitrobenzene,andi,1,i-trichloroethane
undersection4(a) of the Toxic
SubstancesControlAct for certain
healthandenvironmentaleffects.A
noticeonnitrobenzeneappears
elsewherein this issueof the Federal
Register;1,i.i.trichloroethanewill be
addressedat a later tunein another~
FederalRegisterdocument.The Agency
hasdecidednot to proceedwith
rulemakingfor dichlor~omethane.Data
receivedsubsequentto the proposal are
sufficientto reasonablydetermine or
predicthumandermalsensitization,and
testing initiated subsequentto the
proposal is expectedto provide
sufficientdata to reasonablydetermine
or predictthe effectson human
reproduction.Datareceivedsubsequent
to theproposaloncardiovasculareffects
indicatethesucheffectsareunlikely
anddo not supporta finding,of “may
presentan unreasonablerisk.” Also,
evaluationof the commentssubmitted
andre-evaluationof the available data
and the reasoning behindthe proposal
have causedthe Agencyto conclude
that there is a sufficient basisto
reasonablydetermineor predict that the
current manufacture, processing,
distributionin commerce,use, or
disposalof this substancedoesnot
presentan unreasonablerisk of adverse
effectsto the environment
FOR FURTHER INFORMATION CONTACT:
Edward A. Klein, Director,TSCA
Assistance’Office(TS—799),Offlce.of

Section4(a) (Pub. 1.. 94-469,90Stat.
2003et seq;;15 U.S.C.2601 etseq.)of the
Toxic SubstancesControl Act (TSCA)
authorizes the Administrator of EPA to
promulgateruleswhichrequire
maiiufacturersandprocessorsto test
chemicalsubstancesandmixtures.Data
developedthrough thesetestprograms
are usedby EPA in assessingtherisks~
that the chemicalsmay present to health
and the environment.

Section4(e) of TSCA establishedan
InteragencyTesting Committee(ITC) to
recommend chemicalsubstancesor
mixturesfor priority testing
considerationby EPA under section4(a)
of theAct. The ITC designated
dichioromethane (DCM)for priority
testing considerationin April 1978.The
1TC recommendedtestingof DCM~.on
the basisof substantial exposure,for
carcinogenicity,mutagenicity,
teratogenicity, other chroniceffects
testing,environmentaleffectstesting,
and for epidemiologystudies.The FTC
designationwas published in the
FederalRegister ofApril 19, 1978 (43 FR
16684).

EPA’s responseto this designation
was published in the FederalRegisterof
June5, 1981 (46 FR 30300) asa proposed
rule on dichloromethane,nitrobenzene,
and 1,1,1-tr’ichloroethane.Nitrobenzene
is addressedelsewherein this issueof
the FederalRegister,1,1,1-
trichioroethanewill be addressedin a
future FederalRegisterdocument.EPA
proposed that the following testsbe
performedon dichloromethaneby
industry and the Agency.
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The industry-condustedtests were
proposedon the basisof a TSCA s~tion
4(a)(1)(B) finding of substantial
productionandsubstantialor signiâcont
humanexposureor substantial
environmentalrelease,exceptfor the
subchronic cardiovasculartestingwhich
wasproposedunderTSCA section. -

4(a)(1)(A) on the basisthat DCM may
presentan unreasonablerisk tohealth.
In addition, EPAstatedin the proposal
that it intendedto sponsoranumber ol
mutagenicityandenvironmentaleffects
testson. DCM. EPAplannedto sponsor
thesetestsbecausestandardsfor
environmental andmutagenicizytesting
and the criteria for sequencing
rnutagenicity testinghad not yetbeen
developedat the time of theproposal.
EPAdid notproposeoncogenicity
testing of DCM becauseit believed that
inhalationand gavagestudies being.
performedby theNationalToxicology
Program(NTP7weresufficientt~
reasonablydetermine’or predictthe
oncogenicityofDCM.

II. EPA’sResponseto Public Comments
The Agencyreceivedcommentsfrom

six sources:TheHalogenatedSolvents
IndustryAlliance (HSIA~.Dow
ChemicalCompany.Celariese
Corporation~VulcanMaterials
Company,ProcterandGamble
Company and Atlantic Richfield
Company. Thesecommentsquestioned
the Agency’sbasisfor proposingdermal
sensitization,snbchronic
cardiovascular;andenvironmental
testing.The commentsingeneral
supported the Agenc.y’sproposalto test
for reproductive effects~

Comments ondermalsensitization
were madeby all six commentors.
Atlantic Richfield Companyand
CelaneseCorporation objected to the
testing becauseof the rackof historical
evidencefor the effect and the limited
potential for dermal exposuredue to
dichloromethane’s rapid evaporation
from skin. Procter and Gamble and
CelaneseCorporation objected to the

proposedtestprotocol. HSrA, Vulcan
Materials Company, Procterand
Gamble, and Dow ChemicalCompany
took exceptionto the testingbecause
they believed that existingunpublished
datawere sufficientto evaluatedermal.
sensitization.The unpublished data
were submitted to the Agencyby Dow
ChemicalCompany(Ref. 157.The
Agencyhairevfeweckthesedataand
agreeswith the commentors that the
data are sufficient to evaluate
dichloromethane’s-potential fordermal
sensitizationand is therefore
withdrawingth.eproposalto testf~this
effect.

Comments on- subchronic
cardiovascular testing were received
from all the commentorsexceptProcter
and Gamble. stating that theAgency
had failed to demonstrate the needfor
such testing in evaluatingthehazardsof
dichloromethane.Further,industry
disapprovedof theproposedtest
protocols stating that they werenot
expectedto produce meaningfuldata.
The Agency upon thereceiptof
additionaldataenthecardiovascular
effectsof dithlorcxnethane(seeUnit
lILA), is withdrawing.theproposalfor
cardiovasculartesting.

Commentsof environmentaltesting
werereceived:from all sixcommentors.
CelaneseCorporationcommentedthat
since environmentaltesting protocols
werenot well established,the Agency
would.not bewarranted in requiring
thesetests.Theothérfivecommentors
questionedthe’ Agency’sdecisionto
requireenvironmentaltestingsolelyon
the basisof substantialrelease.The
commentorsstatedthattheybelieved
that the Agencyhads~rffh~,e,,tdatato
reasonablydet~znethatreleasesof
dichioromethanearenotexpectedto
presentananreesoiaeblezis~.The
Agencyhasrevexaninedthaavailable
data, and onthebasisof the rationale
givenin Unit 1ILB, agreeswith the
cammentorsandis withdrawingthe
proposal fcw en,ir~imentaltesting.

Thecommentsreceiveden
reproductiveeffectstesting
acknowfedged,with somereservations.
theneedforsuchtesting.DowChemical
Compeny~,}~IA,andVnlcanMaterials
Company onmmentedthat therewasno
historyof reproductiveeffectsfromthe’
useof dichloronrethaixebutagreed
testingwasnecessary.Celanese
Corporationcommentedthat based
upon themetabolismof
dischloromethaneit didnot expectit to
causereproductiveeffectsbut also
agreedwith the needfor testing.
Followingthe Agency’s testingproposal,
HSIA informedEPA that it -was

sponsoringa 2-generationreproduction
study(seeUnit lILA).

III. DecisionNot To RequireTesting

EPAhasdecidednot to promulgate a
rule to requirethe testing proposedfor
thissubstance,for the reasonsstated
below.
A. HealthEffects

Subsequentto theproposedrule,
HS1Ainitiateda 2-generation.
reproductivestudyhr ratsan
dicbloronrethaneEPA reviewedthe
protocol andconcludedthat thestudy
would be adequateto determinethe
reproductiveeffectsof dichloromethane
(Refs.2 through 67.Thestudywas
initiated in the first quarter of 1983and
exposureswill be completedduring the
secondquarterof 1984with afinal
report issuedbyJune 1985 (Ref.11). The
Agencyexpectsto receivethe final
reportby that date.

Althoughthistastingis potpartof a
negotiatedtestingagreement.the HSIA
agreedto adhereto theGood
LaboratoryPracticeStandardsissuedby
the U.S.FoodanciDrugMministration
aspublishedin the FederalRegisterof
December22.. 1978(43 FR 59986).The
HSIA agreedto permitlaboratory
inspectionsandstudyauditsin / ~

accordancewith the provisionsoutlined
in TSCA section11 at the requestof
authorizedrepresentativesof-EPA.
Theseinspectionsmaybe conductedfor
purposeswhichincludeverification that
testinghasbegan,that schedulesare
beingmet,thatreportsaccuratelyreflect
theunderlyingraw dataand
interpretationsandevalntionsthereof.
andthat the studiesaxebeing conducted
accordingto GoodLaboratoryPractice
provisions.
• The HSIA fartheragreedthat all raw
data, documentation,records,protocols.
specimens.and reports generatedas a
result of eachstudy will beretainedfor
at least10years’from the date of
publication. of this uotice. andmade
availablednñrrganinspectionor
submittedto EPA if requestedby EPAor
its designatedrepresentative.
Documentationwhich will heretained
includes,correspondenceandother
docwneuisrelatingto thegeneral
conductof the testingandthe
interpretationorevaluationof data
other thanthat includedin the final
report. TheHSIA understandsthat the
Agencyplans to publish quarterly in the
FederalRegistera notice of the receipt
of anytestdata submitted for this study.
Subject toTSCA section14, the notice
will provideinformation similar to that
describedin TSCA section4(d). Except
asotherwiseprovidedin TSCAsection
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14, any datasubmittedwill be made
available by EPA for examination by
any person.

Finally, thei-IS!.Aunderstandsthat-
failure to conduct the testing according
to thespecified protocols or failure to
follow GoodLaboratoryPractice
proceduresmay invalidate the tests.In

•suchcases.adatagap maystill exist.
and theAgencymaydecideto require
further testing.

Dow‘Chemical Companyhas
submittedto~Atheresultsof-a~human
skin sensitization-studyof
dichioromethanewhich provide
sufficientinformation-to reasonably
predict that that-dichloromethane-does
not causedermal sensitization-(Ref. 15).

The-cardiovasculareffectsof acute
exposureto dichlorometh’ane ha~ebeen
adequately characterized(Ref. 2~).EPA
has re-evaluatedtheneedfor subchronic
cardiovasculartestingon
dichioromethane.The Agency’sbasis for
proposing subchroniccardiovascular
testing was the reported observation of
increasedarterial pressureand
myocardialcontractilityin dogsexposed
to 500 ppm dichioromethanefor 2 hours.
The reportwascontainedinanabstract
of a doctoraldissertation (Ref. 1). The -

full text of the dissertation was
unavailablefor the Agency’sanalysis
until afterthe publication of the
proposedrule. Upon evalution of the full
report. Agency-scientistsconcludedthat
while a statistically significant
cardiovascular effect wasseenat 500
ppm, the effect wasnot observedat
1,000,2.000or 5,000ppm (Ref. 17).The
lackof a doseresponseleadsthe
Agencyto question the significanceor
this finding.

In contrast to the abovestudy, other
animal studiesand occupational’
epidemiologystudieshavenotreported
cardiovasculareffects.Chronic and
subchronicanimaltestshaveshown
that long term exposureto
concentrationsof dichiaromethane
greaterthan 1,000ppm.produceseffects
in the liver andkidneybut not in the
cardiovascularsystem(Refs.1.8and194.
Epidemiologicstudiesof w~orkers
exposedto approximately100ppm
dichloromethanehavefoundno increase
of cardiovascular-effuctsoverage-
matchedcontrols (Refs.10ami 1~).One -

of the studies (Ref. 10) investigated29
subjectsand, based-upon‘clinical
historiesandelectrocardiogram
examinations,did not find evidenceof
exposure-relatedcardiovascular
toxicity. Further,industrialhygiene
studieswith long-termexposur~eof
workers to 300 to 600 ppm

- dichloromethanehave notreported
cardiovasculareffects(Refs.7, 8. 14).
EPAnow believesthat the weight of the.

evidencedoesnot support a finding that
anticipated humanexposuresto
dichloromethane-“may presentan
unreasonablerisk” of long term
cardiovascular effectsthat would be
identifiable througha subchronicstudy..
Furthermore, theAgencybelievesthat it
can reasonablypredict the
cardiovasculareffectsof
dichloromethaneanthebasisof the
above occupationaland-animalstudies.
Therefore, EPAhas-decidednot to
proceedwith rulemaking’tovequire
subchronic cardiovasculareffects
testing of dichloromethane.

EPAdecidednot to propose
oncogenicitytestingbecauseIt believed
at the time that the NTP studiesshould
be sufficient to characterize the
oncogenichazards of dichioromethane.
The NTP studies consistof two setsof
bioassays,one by gavageandone by
inhalation.The two bloassayswere
conductedby different laboratories
under different schedules.The NTP
announcedthat cancellationof
publication of the final reporton the
gavageassayin the FederalRegisterof
August4. 1983 (48 FR 35508)due to
problems in recordkeeping.The
inhalation study isunaffectedby this
announcement.The inhalation study is
expectedto be completedby late1984,
withpeer review tentatively scheduled
for the first quarter of 1985.EPA
believesat this time that the remaining
inhalation testshould be sufficient to
characterize the oncogenichazardsof
dichioromethane.The majority of human
exposureto dichioromethaneoccurs by
air, which suggeststhat inhalation is the
preferred route of exposurefor testing.
Further, the pharmacokinetics of
dichioromethanearelargely
independentof the route of exposure
(Ref. 24). The Agencyreservee’the right
to proposean oncogenicitytesting
requirement if at somefuturedatethe
inhalation study isfound inadequate.

In the proposedrule EPA statedthat it
wasnot requiring epidemiologystudies
becausetheAgencywishedto review
the results of a then-ongoingindustry
study. This studyhas beencompleted
and published(Refs.1.9 ‘through 22). The.
Agencyis c ally-reviewing‘the study.
andwi~proposefurtherepidemiology
studiesin the futureIf it believesthat
-they areiiecessary.
B. EnvironmentalEffects

EPA is withdrawingthe proposal to
require environmental studies for
dichloromethane.The Agencyhas
decidedafter further consideringthe.
data that neither a-sec~tion-4(a)(1)(B)nor
a section4(a)(1)(A) finding is -
supportable for this substance.EPA
acknowledgesthat dichioromethane

enters the environment in substantial
quantities,451 million poundsestimated
for 1980 (Ref. 23), but finds that there are
sufficient data to reasonably determine
or predictthe distributionand effects of
thesereleasesin the environment.
Therefore, further testingis not
necessary.This conclusionby the
Agencyis basedupona re-evaluation of
available informationon the
environmental fate, actual
environmental levels,acutetoxicity, and
bioaccumulation.

The environmentalfate of
dichlorornethane is fairly well
characterized,andis discussedin detail
in thedichioromethane support
document (Ref. 23). Releasesto air
degradefairly rapidly, and releasesto
water tend to partition to the
atmospherewhere they, too, degrade.
Dichioromethaneis not believedto
bioaccuniulate.Actual measurementsof
dichloromethanearereported to be 30 to
100 parts per trillion in air and less than’
30 ppb in water (Ref. 24).Thesedata
indicatethe dichloromethanedoesnot
accumulatein the environment.
Productionlevelsare not anticipatedto
increasedrastically, and in 1983, in fact.
production decreased(Ref. 25). The
Agencythus concludesthat
environmentalconcentrationsar~uot /
likely to increase.

Someacutetoxicity information on
aquatic organismsis available for
vertebrates, invertebrates, and algae.
Effects areseenat concentrationsof
severalhundred ppm (Ref. 23).Because
of the thousand-fold difference between
effect concentrations and levelsin the
environment, and becauseit seems
unlikely that environmental levelswill
increase,EPA believesthat
dichloromethane is not likely to present
an unreasonablerisk to aquatic life (Ref.
13).Therefore, EPA is withdrawing the
proposedrequirements for chronic
aquatic toxicity testing of
dichioromethaneon aquaticvertebrates
andinvertebrates.

Informationon bioconcentrationof
dichioromethanein aquaticvertebrates
and terrestrial plantshasnotbeen
reportedihowever. a bioconcentration
factor (BCF), a measureof a chemical’s
potential for bioconcentration,canbe
estimated fordichioroinethane.Based
upon its reported octanol/water
partition coefficient the BCF for
dichloromethane is 5.2. Generally, -

chemicalswith BCFs lessthan 1000are
not recommendedfor testing (Refs.24
and 26). BecausetheestimatedBCF for
dichioromethane isvery small,the
Agencybelievesthat dichioromethane ‘ -

haslittle or’no potential for
bioconcentrationand, therefore, is

i-~3
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withdrawing theproposed requirement
for bioconcentrationtesting.

Exposureto dichioromethanein air
has causedacuteeffectsin terrestrial
mammalsat severalthousandppm (Ref.
23)andin terrestrialplants at much
higher levels(Ref. 16). However,the
terrestrial toxicity testing proposed for
dichioromethanewasbasedupon
exposureto dichioromethane through
surface or groundwater rather than
throughthe air. it wasbelievedthat
organismsmight ingestdichioromethane
either in the water or through the food
chain (as aresult of original exposure
throughthe water). However,basedon
low reportedconcentrations of
dichioromethanein water andthe low
estimateof bioaccumulation(Ref. 24),
EPA believesthat dichioromethaneis
not likely to presentan unreasonable
risk to terrestriallife. Therefore, EPA is
withdrawingthe requirement for
terrestrialenvironmentaleffectstesting.

IV. ProposedAgency-SponsoredTesting
EPA statedin the proposedrule that it

intended to sponsormutagenicity and
environmentaleffectstestson
dichioromethane.The mutagenicity
testing is now ongoingandthe results -

areexpectedby September1984.The
Agencymayproposefurther
mutagenicitytestingif it believesit to be
necessary.The environmental testswill
not beperformed by the Agency,for the
reasonsdiscussedin Unit ffl.B.

V. PublicRecord

EPA has establisheda public record -

for this decisionnot to pursue testing
undersection4 [docketnumber OPTS—
420231.This record includes:

(1) FederalRegisternoticedesignating
dichioromethaneto thepriority list.

(2) Communications before industry
consistingof letters, contactreports of
telephoneconversations,andmeeting
summaries. -

(3) Testing proposalsandprotocols.
(4) Published and unpublished data.
(5) FederalRegisternoticerequesting

commenton the proposed testnile and
commentsreceivedin responsethereto. ~

- (6) FederalRegisternoticeannouncing
the final decisionnot to -require testing.
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Criteria32 MethyleneChloride.Draft.
Geneva.Switzerland.

This record,which includesthebasic
- informationconsideredby theAgency in

developing this decision,-Ls. availablefor
inspectionfrom 8:00 a.m. to 4:00 pm.
Monday through Friday exceptlegal
holidaysin RooinE-107,401M SL, SW.,
Washington,D.C. 20460.The Agency
will supplementtherecuii.lwith
additional relevent~nforma-tionas it is
received.

Theproposalto add40~FR773.1500
to Chapter1 of 40CFR SubpantB.
publishedat 46FR 30300June5, 1981.

(Sec.4, 90Siat2008..(1513S.C28m)) -

- Datedi June1i 1984. -
William D. Rad~e1sbans,
Administrator.
IFR Ooc~B#-t~ FiL.~d&-Th-54~~ amj
siwNa c0~esao-~-~


